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hpWli Fifliig Is glrea to tut Pat In ordsr that It nay be filed is a 

separata compilation 


unw artr aflWK araWRT 

(*m*t kwnr) 
srfiir^RT 

^ 5 ffttHTOi 86 

m ^ ; — 10 6o(a(r):— 1 tfkfa *fk sraTfffr swift 

fwr, 1945 to ftk ftifarT TOft * fatr arkur krok to ftr 
tfkfft ftk stmts swift wtal^nT, 1940 (1940 to 
23)'* WITT 12 33 * 3^^, StTS TOTOT ft WWTO 

iftr toots ii<iw , (tw ) <1 srfa^rrr ft. 

*n.spT.f?T. 899 ttrftn 11 fc*»k i 985 ft «wk- w * 

ttw, wmrnw, anr II. 3, sott* (>) sktn nkroro, 

1985 ft S® 1 ft 2 TO wftn f%0T TOT TO fTOft SS TOTt 

«M ft'^m stfft^roT * ***** ^ 

toritt 3 Tipft HTfrtt it sre ft*ff 4 ft Wf* % m 

^ w v sift TO Sr; ksft ** TOnfroftft aft stort 

«fr i 

tfjr TO ’TOTOt * SkTO U fotWk 1985 TOTOTOT TO 
■jtotw tot if sTO ’ft ; 


wk ftsk tor sr sfttr toottotTO ft ftftsr Jr ttft TO^ftf 
sk ’ptrftf to fftTro to: fim ft ; 

3TFT: fttfk 4WR, 3TO TOEtkOTT TO HITT 1 2 ftk STOT 
3 3 jttt tow sfTOftr trr toRt TOft jit, ftHfir srofKt toittoto 
TOftfft % TOTSWT TORI % tfhfft ftk TOTOTT SPlTO kOTT, 

1945 to ftk ftffks to If ft ffts k Misfits kw rotTO ft, 

TOk; :— 

1. ( l) TS kOTlf TO ftfTOs TIS TOlfft wk SPTTITT TOTOft 

(’jTOT TOfrsR) kTO, 1986 ft I * 

(2) ft TOm ft rt'pniTR ift irka *t ktot ftfft i 

2 . (ftuftr ftk itHTSTT TOitftr kTO, 1945 ft- 

(t) stfjftr k' ft, "sfttkftf to aft” fttft ft ftrft sfftffi 
4 ft V (1 )" tot, wro, ftkiii ftk ftrft 

cfr "TO^ftr T ft\ T *T( l)” TOT, Wfl’ 7 ', W5V 
ftk tot ri ■jnffft'i 
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(jj) TOripTOt z TO- - 

(i) "ufkftpff to toT m TO TO%, xTOfTO 13 A to 1 
!rfsrffe"( 2 ) to tft jfr TOr TOMt TOTO to?* 7 " % xm 
to TO - roTOfa x xrorTOfTO toTO xttoTO, xtTO -—"( 2 ) 
’TOrTOzn ftx feftnn"; srV 

(ii) rt TOfTO 24 TO toto^ TOtoTOTOx xTOfTOxt wx.wrTOx 
TOf xttoTO, ^TO : — 


fiWftrTOr to xro to Error 7 wV 7 to 



"2 s. TOtTOf to, towE xfsrfxror % iwnro 4 TOY: ?xTO ton 
TO TOTT? TO TOTRX TOTO TO fmpff % XTOTTO, EfTO 

TO fro TOpT TO ?XTO Mr f*TPT TOsrfro % toEt 

SlA 7 to TOTTt TOT TOXT stTOEto Y *X 7t4 TO 
xiror fafxfirfxxt T^Tf jit % faff totit froft fafo- 

jttto uVrftr fafxxWr xrowfro TO 
dk ErfxfTOx fTOxr tot k 1 

20. TOx-W TOT =pfT xftrfxTOT TO SfKTOT 4 TOY" XXTO TON 

Tferot i toto TO frorf TO totot, from 

xwr feft Error arrofN % TOx4x 
TOT TOfiTO i TO VX % iTJT'T 
XTO gX fx TOT XXUX fTOT fati- 
tot TOTOrfa fxbroYr x^prfro TO 
jrsfN fafxfnx fTOxr w $ i” i 

[to gw- i i ii l:»/ g/' s 5 —to r to TO 'TO n to 'Tj 
TO."ft ’jffqfWr, tow *rErx 

fetrpifT : —1-5-1979 W TOTOTrfTO TONffi TOY wmx TOffT, 
fTOX, ] H 4 5, wwr TOY TEXT 7 toito TOtotot 
(TO>TO fTOTO) TO WTO TO Em TOfafTO irY: 
jtottot TOTTOfr xfufirroT TOY Error (qt fr TO to 
TO-»>i) "TO £, wxfw f; i fpwTO tw Erroff 
TO ton % trw, tot II, TO* 3(i) Jr wtEjix 
EttoEtEjx xfarprxrTOT jito rorifax fTOxr wr Y 
. TON :— 

1. TO.TO.TO. 1241 iTOTOr 6-1II- 1979 

2. TO.TO.TO. 1 242 xYpr 8-10-79 

3. TO.TO.TO. I 243 TOTOT 9-10-79 

4. TO.TO.TO. 1281 XYfiff 12-10-79 

5. TO.TO.TO. l.lOcTYrj I 9-4-9 0 

6 . TO.TO.TO, 7 79 xYYir 20-7-90 

7. TO.TO TO- 540 (3f) XTffifr 22-9-80 

b. to.to.TO. «so (ar) xrffir 5 - 12 -su 

9. TO.TO.TO. 0 8 1 (?) xYtxr 5-1 2-NO 

10. TO.TO TO. I.H2 (sf) TONS' 5-12-80 

11. TO.TO.TO. 27 (<*) TOfw 17-1-81 

12. TO.TO.TO. 478 (?) xYYff fi-8- S l 

13. TO.TO.TO. 02 (?) xYYj 1 11 1 5-2-82 

14. TO TO.TO. 102 (?) xYY? 22-6-82 

15. TO.TO.TO. 510 (ar) frrfTOr 20-7-82 
10. TO.TO.TO. 13 (ar) fTRW 7 - 1-83 
17. TO.TO.TO. 318 (ar) TOTOT 1-5-84 
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IP,. TO . TO TO . 3 3 1 (11) TTATO 9- 5- 9 1 

19 . 5 flT.TO.TO. 400 (ST) TTOw 20 - 0-84 

20. TO.TO.TO. 4 87(31)59X^2-7-84 

21 . TO.TO.TO. 89 (of) TOTOU 13-2-85 

22. TO.TO.TO. 788 (af) TOXTOr 10-10-85 

23. TO.TO.TO. 1 7 (ar) flTOW 7-1-85 

. MINISTRY OF HEALTH AND FAMILY 
WELFARE 

(Department of Health) 
NOTIFICATION 

New Delhi, the 5th September, 198t> 

G.S.R. 1060(E).—Whereas certain draft rules 
farther to amend the Drugs and Cosmetics Rules, 
1945, were published as required by sections 12 and 
33 of the Drugs and Cosmetics Act, 1940 (23 of 
f 940), at pages 1 to 3 of the Gazette of India, Extra- 
ordinary, Part-11 Section 3, Sub-Section (i), dated 
the 11th December, 1985, under the notification of 
the Government of India in the Ministry of Health 
and Family Welfare (Department of Health) No. 
G.S.R. 899(E), dated the 11th December, 1985, 
inviting objections and suggestions from all persons 
likely to be affected thereby before the expiry of 
sixty days from the date on which the copies of the 
Official Gazette containing the said notification were 
made available to the public. 

And whereas copies of the said Gazette were made 
available to the public on the 11th December, 1985; 

And whereas the objections and suggestions receiv¬ 
ed from the public on the said draft have been 
considered by the Central Government; 

Now, therefore, in exercise of the powers conferred 
by sections 12 and 33 of the said Act, the Central 
Government, after consultation with the Drugs Techni¬ 
cal Advisory Board, hereby makes the following rules 
further to amend the Drugs and Cosmetics Rules, 
1945, namely : — 

1. (1) These rules may be called the Drugs and 
Cosmetics, (Second Amendment) Rules, 
198b. 

(2) They shall come into force on the date of 
their publication in the Official Gazette. 

2. In the Drugs and Cosmetics Rules, 1945, - 

(a) in Schedule D, under the heading “Class 
of Drugs” in entry 4, for the word, letters 
and brackets “Schedule Ct 1)”, the words, 
letters and brackets “Schedules C and 
C(l)” shall be substituted; 

(b) in Schedule K. 

(i) under the heading “Class of drugs”, in 
entry 13. for sub-entry “(2) APC tablets 
and powders”, the following sub-entry 
shall be substituted, namely “(2) Para¬ 
cetamol Tablets”; and 
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(ii) after entry 24, the following entries shall 
be inserted, namely : 


;iasb ofdrugv Extern and conditions ol exemp- 

r lion, 


“25 Preparations applied to The provisions of-Chapicr IV of 
human hody for the purpose the Act and Rules thereunder 
of repelling insects like mos- which lequiit* them to be 
quitoes. covered by a sale licence 

subject to the conditions that 
_ such a product has been manu¬ 
factured under a valid drus 
manufacturing licence. 

26. Band-Aid Medicated The provisions of Chapter IV 
Dressings. of the Act and Rules thereunder 

which require them to be cover¬ 
ed by a sale licence subject 
to the conditions that such 
a pioduct has been manu¬ 
factured under a valid drug 
manufacturing licence". 

[No. X-11013|bi85-DMS&PFA] 
S. V. SUBRAMANYAM, It. Secy. 

Note :—The Drugs and Cosmetics Rules 1945, as 
amended upto 1-5-1979, is contained in the 
publication of the Ministry of Health and 
Family Welfare (Department of Health) 
containing the Drugs and Cosmetics Acts 
and the Rules (PDGHS-61) subsequently 


the said rules have been amended by the 
following notifications published in Part II 
Section 3(i) of Gazette of India, 
namely : — 


1. 

G.S.R. 

1241 dated 6-10-79 

2. 

G.S.R. 

1242 dated 6-10-79 

3. 

G.S.R. 

1243 dated 6-10-70 

4. 

G.S.R. 

1281 dated 12-10-79 

5. 

G.S.R. 

430 dated 19-4-80 

6. 

G.S.R. 

779 dated 26-7-80 

7. 

G.S.R. 

540(E) dated 22-9-80 

8. 

G.S.R. 

680(E) dated 5-12-80 

9. 

G.S.R, 

681(E) dated 5-12-80 

10. 

G.S.R. 

682(E) dated 5-12-80 

a. 

GS.R. 

27(E) dated 17-1-81 

12. 

G.S.R. 

478(E) dated 6-8-81 

13. 

G.S.R. 

62(E) dated T5-2-82 

14. 

G.S.R. 

462(E) dated 22-6-82 

15. 

G.S.R. 

510(E) dated 26-7-82 

16. 

G.S.R. 

13(E) dated 7-1-83 

17. 

G.S.R. 

318(E) dated 1-5-84 

18. 

G.S.R. 

331(E) dated 8-5-84 

19. 

G.S.R. 

460(E) dated 20-6-84 

20. 

G.S.R. 

487(E) dated 2-7-84 

21. 

G.S.R. 

89(E) dated 16-2-85 

22 . 

G.S.R. 

788(E) dated 10-10-85 

23. 

G.S.R. 

17(E) dated 7-1-86 
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